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Art Unit: 1644 

DETAILED ACTION 

1. Applicant's elections of Group II, drawn to a test kit and the kit without further 
including a second antibody or antigen-binding fragment, filed 10/18/2006 and 
02/26/2007, are acknowledged. 

Applicant's species election of 1D19 antibody or antigen binding fragment 
thereof and MCP-1 as the ligand, filed 11/21/2006, is acknowledged. The traversal is on 
the ground that search ancillary reagents for detecting the presence of a complex between 
anti-CC chemokine receptor 2 (CCR2) and CCR2 would not be undue burden. 

However, the species election set forth in the Office Action, mailed 05/22/06, 
does not require elections of ancillary reagents; the species election requires applicant to 
elect one specific antibody or antigen-binding fragment thereof that inhibits binding of 
one specific ligand to the receptor (e.g. see page 4 of the Office Action mailed 05/22/06). 
These antibodies are distinct because antibodies specific to different epitopes and inhibit 
binding of different ligands differ in structures, physiochemical properties and mode of 
action and examination of theses antibodies would require different search thus would 
place undue burden on the Examiner. 

Therefore, the restriction requirement is still deemed proper and is made FINAL. 

Claims 1-10 and 12-43 have been canceled. 
Claims 1 1 and 44-59 are pending. 

Claims 53-56 and 59 have been withdrawn from further consideration by the 
Examiner, under 37 C.F.R. 1.142(b), as being drawn to nonelected inventions. 
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Claims 11, 44-52, 57, and 58 are currently under consideration as they read on the 
elected invention of a test kit comprising an antibody or antigen binding fragment thereof 
which binds to a mammalian CCR2 and inhibits binding of chemokine MCP-1 (monocyte 
chemotactic protein- 1) without a second antibody or antigen binding fragment thereof. 

2. Claims 1 1 and 50 are objected to for the following informalities: 

A) Claim 11 recites "one or-more ancillary reagents" on line 1 of (b). The correct 
recitation should be "one or more ancillary reagents". 

B) Claim 50 recites " an Fab fragment, an Fab fragment " (see 2 nd line of the claim 

50). 

C) Appropriate correction is required. 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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4. Claims 11, 44-48, 57, and 58 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lind et al. (US Patent 6,084,075 Reference AA on IDS filed 
04/16/2004) in view of Hardiman et al. (US Patent 7,1 15,379). 

Lin et al. teach neutralizing monoclonal antibodies MCPR-04, MCPR-05, and 
MCPR-06 that bind to human CCR2 and block chemokine MCP-1 binding and MCP-1 
activities such as induction of Ca 2+ in human monocytes (e.g. see columns 4-5 and 
Examples 3 and 4 on columns 9 and 1 1). Lin et al. further teach said antibodies can be 
used for in vitro and/or in vivo diagnostic purpose and detection of tissues and cells 
expressing the CCR2 and screening new drugs; furthermore, Lin et al. teach the 
interaction of radioactively or enzymatically labeled anti-CCR2 antibodies with CCR2 
can be used for screening for therapeutic antagonistic compounds targeting CCR2 (e.g. 
see columns 5-6 and claim 15, in particular). Moreover, Lin et al. disclose pharmaceutical 
preparation comprising the antibodies and acceptable carrier (e.g. see claims 16 and 17). 

The reference teaching differ from the claimed invention by not describing a kit 
comprising anti-CCR2 antibody and one or more ancillary reagents suitable for detecting 
the presence of complex between antibody or antigen binding fragment thereof and 
mammalian CCR2, and the antibody being lyophilized. 

Hardiman et al. teach that reagents for diagnostic assays are frequently supplied in 
kits so as to optimize the sensitivity for the assay (e.g. see column 36); Hardiman et al. 
further teach a kit comprising antibodies or antigen binding fragment thereof to 
CX3Ckine receptor, the label, buffer, stabilizer, and materials necessary for signal 
production such as substrate for enzymes; the reagents in the kit are provided as a dry 
lyophilized powder and can be reconstituted to provide appropriate concentrations (e.g. 
see columns 35-36 and claims 1 and 15). 
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Art Unit: 1644 

It is noted that the instant claims recite "one or more ancillary reagents" without 
setting forth the actual "ancillary reagents". The instant specification discloses that a 
kit comprising an antibody or antigen binding fragment thereof and one or more 
ancillary reagents suitable for detecting the presence of a complex between the antibody 
and the antigen CCR2 (see page 35 of the specification as-filed). However, the 
specification does not disclose any "ancillary reagents" that are encompassed by the 
instant claims. For examination purposes, the "ancillary reagents" are read as any 
reagents other than the anti-CCR2 antibody because reagents such as buffer are suitable 
for detecting the presence of a complex between an antibody and an antigen. 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time the invention was made to make a kit comprising the anti-CCR2 antibodies 
disclosed by Lin et al. and one or more ancillary reagents suitable for detecting the 
presence of an antibody-antigen complex taught by Hardiman et al. for use in diagnostic 
assays with a reasonable expectation of success. 



One having ordinary skill in the art would have been motivated to do so because 
the neutralizing anti-CCR2 antibodies can be used in vitro and/or in vivo for diagnostic 
purpose, detection of the expressing the CCR2, and screening new drugs and reagents for 
diagnostic assays are frequently supplied in kits comprising reagents for detection so as 
to optimize the sensitivity for the assay. 

From the teachings of Lin et al. and Hardiman et al, it was apparent that one of 
ordinary skill in the art would have had a reasonable expectation of success in producing 
the claimed kit for detecting the presence of a mammalian CCR2. Therefore, the 
invention as a whole was prima facie obvious to one of ordinary skill in the art at the time 
the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 
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5. Claim 49-52 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lind 
et al. (US Patent 6,084,075 Reference AA on IDS filed 04/16/2004) and Hardiman et al. 
(US Patent 7,115,379) as applied to claim 11 above, and further in view of Lam et al. 
(6,171,586). 

The teachings of Lin et al and Hardiman et al have been discussed, supra. Lin et 
al. further teach that the anti-CCR2 antibodies can be used to treat diseases such as 
inflammation and rheumatoid arthritis (see column 6, in particular). 

The teachings of the references differ from the claimed invention by not 
describing human antibody, antigen-binding fragments, humanized antibody and 
recombinant antibody. 

Lam et al. teach antibody formulation comprising antibodies specific for 
chemokines including RANTES (e.g. see column 10); Lam et al. further teach the 
antibody formulation can include antigen-binding fragments Fv, Fab, Fab', and F(ab')2, 
(e.g. see columns 7), recombinant antibodies such as humanized and human antibodies 
(e.g. see columns 13 and 14). Lam et al. further teach that the antibodies can subject to 
one or more biological activity assays to select an antibody with beneficial properties for 
therapies; for example, Lam et al. teach well known immunoassays such as ELISA 
comprising antibody and one or more reagents (e.g. HRP-labeled anti-human antibody 
and substrate for colorimetric detection) suitable for detecting the presence of antigen- 
antibody complex (e.g. see column 18). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time the invention was made to make a kit comprising the anti-CCR2 antibodies 
disclosed by Lin et al, one or more ancillary reagents suitable for detecting the presence 
of an antibody-antigen complex taught by Hardiman et al, and to include antigen-binding 
fragments Fv, Fab, Fab', and F(ab')2, recombinant antibodies such as humanized and 
human antibodies in the kit with a reasonable expectation of success. 
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One having ordinary skill in the art would have been motivated to do so because 
the neutralizing anti-CCR2 antibodies are therapeutic and can be used in vitro and/or in 
vivo for diagnostic purpose, detection of the expressing the CCR2, and screening new 
drugs; reagents for diagnostic assays are frequently supplied in kits comprising reagents 
for detection so as to optimize the sensitivity for the assay and antigen-binding fragments, 
humanized and human antibodies can be used in well known immunoassays such as 
ELISA. 

From the teachings of Lin et al, Hardiman et al and Lam et al, it was apparent that 
one of ordinary skill in the art would have had a reasonable expectation of success in 
producing the claimed kit comprising anti-CCR2 antibody such as human antibody, 
antigen-binding fragments, humanized antibody and recombinant antibody for detecting 
the presence of a mammalian CCR2. Therefore, the invention as a whole was prima facie 
obvious to one of ordinary skill in the art at the time the invention was made, as 
evidenced by the references, especially in the absence of evidence to the contrary. 

6. No claim is allowed. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chun Crowder whose telephone number is 571-272-8142. 
The examiner can normally be reached on 8:30-5:00. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Christina Chan can be reached on 
571-272-0841. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Chun Crowder, Ph.D. 
Patent Examiner 
March 6, 2007 
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PRIMARY EXAMINER 
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